
I . . ,  

I N T E G R A T I V E  T N E R A P E U T I C S  INC.‘” E N Z Y M A T I C  T H E R A P Y ’ 
NF  Fo rmu l as  Phy t oPha rm i c a  E r  

Ty le r  Encapsu l a t i o ns  V i t a l i ne  Fo rmu l as  P H Y T O P H A R M I C A ” 

E N Z Y M A T IC T H E R A P Y  
9 7 5 5  S W  C o m m e r c e  Ci rc le,  Su i t e  B 2  82 . 5  Cha l l e n g e r  Dr ive,  G r e e n  Bay ,  W I 5 4 3 1  l - 8 3 28  

Wi lsonv i l l e ,  O R  9 7 0 7 0  P :  9 2 0 . 4 6 9 . 1 3 1 3  F: 8 8 8 . 5 7 0 . 6 4 6 0  (Enzymat ic )  
P :  5 0 3 . 5 8 2 . 8 3 8 6  F. 503 . . 582 .04 f j ?  ,I , ~ - ;  : F’T 9 ! 2 0 . ~ ~9 . 9 099 ;  ,[ F: 9 2 0 . 4 6 9 . 4 4 1 8  (Phy to )  

i, .- _ ,  

M a y  4 ,2 0 0 4  

O ffice  o f N u tritio n a l  P r o d u c ts, L a b e l i n g  & : 
D ie ta ry  S u p p l e m e n ts, H F S  8 1 0  
C e n te r  fo r  F o o d  S a fe ty a n d  App l i e d  N u tritio n  
F o o d  a n d  D r u g  A d m in ist rat ion 
5  1 0 0  P a int B r a n c h  Pa r kway  
Co l l e g e  Pa r k , M D  2 0 7 4 0  

R E : L a b e l  C la ims/D isc la imers  

D e a r  S ir o r  M a d a m : 

Th is  letter is to  n o tify y o u  th a t th e  fo l l ow i ng  p r o d u c t is M a n u fac tu red ,  P a c k e d , a n d /o r  D is t r ibu ted by  E n z y m a tic T h e r a p y , 
Inc. a t 8 2 5  Cha l l e n g e r  Dr ive,  G r e e n  B a y , W iscons in  5 4 3  1 1  h a s  a  l abe l  th a t c o n ta i ns  a  sta te m e n t p r o v i d e d  by  sect ion  
4 03 ( r ) ( 6 )  o f’th e  Fede r a l  F o o d , D r u g  a n d  C o s m e tic Ac t. E n z y m a tic T h e r a p y , Inc. w ishes  to  ta k e  a d v a n ta g e  o f th e  
e x e m p tio n  to  sect lon  2 0  1  (g ) ( l ) (C)  o f th e  act a n d  comp l y  wi th sect ion  4 03 ( r ) ( 6 )  o f th e  act. T h e s e  c la ims a r e  n o t 
necessar i l y  fo r  a  p r o d u c t w e  cur rent ly  m a r k e t o r  p l a n  to  m a r k e t i n  th e  i m m e d i a te  fu tu r e , a n d  m a y  b e  exp lo ra to ry  m  n a tu r e . 

P R O D U C T  N A M E  

(  C h e w a b l e  E ch i n a c ea  
/ wi th V ita m in  C  &  
/ E l de r be r r y  

S T A T E M E N T S  

S e lect synerg ist ic  n u tr ients th a t 
s u p p o r t th e  i m m u n e  system in  
a  c o nven i e n t c h ewab l e  ta b l e t.* 

I N G R E D L E N T ( S )  T O  W H ICH T H E  C L A IM  
R E F E R S  

V itan i i n  A  ( as  V ita m in  A  pa lm i ta te  a n d  5 0 %  f r om 1  
n a tu r a l  b e ta  ca r o t ene  wi th m ixed  ca ro teno ids ) ,  / 
V ita m in  C  ( 6 5 %  as  asco rb ic  ac i d  a n d  3 5 %  as  1  
s o d i um  asco r b a te ) , V ita m in  B 6  (as  py r i dox i ne  j 
H C I), Z inc  ( as  z inc g l u c o n a te ) , E c h i n a c ea  
P r o p r i e ta ry  B l e n d  

1  

Ech i n a c ea  p u p u r e a  w h o l e  p l a n t extract 4 :l a n d  j 
E c h i n a c ea  a n g u s tifo l i a  r o o t extract 4 : 1 , 
E u r o p e a n  E l de r  ( S a m b u c u s  n i g r a )  Fru i t  Ex tracr  
5 :l 

I cert ify th a t th e  i n fo rmat i on  c o n ta i n e d  i n  th is  n o tice  IS  c omp l e te  a n d  accu ra te  a n d  th a t E n z y m a tic T h e r a p y , Inc. h a s  
substan t ia t i on  th a t th e  sta te m e n ts a r e  t ruthfu l  a n d  n o t m is lead ing .  

R o b e r t Dos te r  
Tit le: S e n i o r  V ice P r e s i d e n t o f Scient i f ic A ffa i rs  

Ech i n a c e a  V i t am i n  C  wr th  kkrbe l ry l:.xtract ‘k - B W  



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux \ 
Chief Financial Officer 



1NTECRATIVE THERAPEUTICS INC.* 
NF Formulas PhytoPhdrmica 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY” 
& 

PHYTOPHARMICA” 

FNZ~MATICTHFRAPY 

W%nt Bi?t&~pls like: 
- 

9755 SW Commerce Circle, St&e B2 825 Chal lenger Drwe, Green Bay, WI 5431 l-8328 
WilsonwIle, OR 97070 P: 920.469.1 313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

May 4,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Dlug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the followmg product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advant$ge of the exemption to section ZOl(g)( l)(C) of the ac? 
and comply with section 403(r)(6) of the act. These claims are not necessari ly’for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

-- -, 
PRODUCT NAME AAIM 

REFERS 
Echinacea with Standardized extracts of echinacea have been Echinacea Proprietary Blend 

1 Vitamin C & 
/ Elderberry 

found to support healthy immune response.* Echinacea pup’urea whole plant extract 4: 1 
and Echinacea angustifolia root extract 4: 1, 

I certify that the mformatlon contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

--, - 
Robert Doster 

Title. Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster. Senior Vice President of Sclentlfic Affairs at 
(920) 406-3608. 

Sincerely, 

w P-b--q 
Michael P. Devereux 
Chief Financial Office1 

Echinacea Vitamin C with t%ierbct ry Estract IOc-13W 



INTEGRATIVE THERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 82 
Wilsonvil le, OR 97070 

P: 503.582.8386 F: 503.582.0467 
FNZYMATIC THERAPY 

May 5,2004 

Office of Nutritional Products, Labeling 81 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE:,: Label Claims/Disclaimers 

Dear Sir or Madam: 

ENZYMATIC THERAPY’ 
6 

PHYTOPHARMICA” 

825 Chal lenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570 6460 (Enzymatic) 

I’. 920.469.9099 F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufachlred, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201 (g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market 111 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE CLAIM- -’ 
REFERS. 

Echinacea with Vitamin Vitamin C acts as an antioxidant.* Vitamin C (65% as ascorbic acid and 35% as 
C & Elderberry sodium ascorbate) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantlatlon that 
the statements are truthful and not misleading. 

By: 
j?LikILL 

Robert Doster - 
Title, Senior Vice President of Scientific Affairs 

Date: ___-- 
If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Smcerely, 

/ki-+f P&--y 
M chael P. Devereux 
Chief Financial Officer 

-Echina& Vitamk.C with Eldcrbrn-y Extract 1 le-L3W 



INTEGRATIVE THERAPEUTICS INC.” 
NF Farmulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite 62 
Wllsonvil le, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA” 

825 Chal lenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469 1313 F: 888.570.6460 (Enzymattc) 

P: 920.469 9099 F: 920.469.4418 (Phyto) 

May5,2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS & 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE. Label ClaimsiDlsclauners 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufachlred, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE CLAIM -- 
REFERS 

Echinacea with Shown to enhance immune function.* European Elder fruit (Sambuccus nigra) 
/ Vitamin C & I 

Elderberry i 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

Robert Dbstel 
Title: Semor Vice President of Scientific Affairs 

Date: gsl~ y 

If you ha\,e any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincerely. 

Ivltchael P. Devereux 
ChlefFinancial Officer 

Echinacea Vitamin C with Elderberry Iktract 1 k-BW 

- ~ ,,^a ‘.( I _,’ 



INTEGRATIVE THERAPEUTICS INC.” 
NF Foimulas PhytoPharmicd 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 

97.55 SW Commerce Circle, Suite 82 825 Chal lenger Drive, Green Bay, WI 5431 l-8328 
ENZYMATIC THERAPY Wilsonvil le, OR 97070 P: 920.469.1 31 3 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0+67 P. 920.469.9099 F: 920.469.4418 (Phyto) 

May 6,2004 

Office of Nutntlonal Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market UI 
the immediate future, and may be exploratory jn nahire. 

1 Vitamin C & 
Elderberry 

STATEMENTS INGREDIENT(S) TO WHICH THE CLAIM 
REFERS 

Vitamin A has antioxidant properties, and 
promotes healthy cellular growth.* It works 
synergistically with vitamin C to boost the 
immune system.* 

Vitamin A (as vitamin A palmitate and 50% 
from natural beta-carotene with mixed 
carotenoids) 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantlatlon that 
the statements are truthful and not misleading. 

By: -~ 
+if.a!lec - 

Robert Dostel 
Title: Senior Vice President of Scientific Affairs 

Date: 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, r. 
JkG.L!P-&+ 

Michael P. Devereux 
Chief Financial Officer 

Echinacea Vitamin C with Elderberry tlxtract 13e-l3W 



iNTECRATlVB THERAPEUTIGS ItiC.- 
NF Foimulas rp PhytoPharmica 

Tyler Encapsulations 9 Vitaline Formulas ---.-_ll- ---____-- 
9755 SW Commerce Circle, Suite 6.2 

ENZYMATIC THFRApY Wilsonvil le, OR 97070 

iNCnRFcJF?ATEu P: 503.582.8386 * F: 503.582.0467 
-: 

what~Hfeelsl*? 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA’ 
‘._” .___ _--_ .----------__- .._ -- ..__. ~__. 

82.5 Chal lenger Drive, Green Bay, WI 54311-8328 
P: 920.469.1313 o F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 + F: 920.469.4418 (Phyto) 

May $2004 

O ffice of Nutritional Products, Labeling & 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)( l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

“-pFoDU (=T .N$M E’ 
” ,i,& 

L’ 

Echinacea with VitaGin Zinc boosts immunity, helps healthy cells Zinc (as zinc gluconate) 
1 C & Elderberry reproduce and protects against free radicals.* 1 I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: slip/off 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Sincer ly, 

j&J-t P&+ 

Michael P. Devereux 
Chief Financial O fficer 

Extract I4e-BW 



INTEGRATIVE THERAPEUTICS INC.- ENZYMATIC THERAPY’ 
NF Formulas PhytoPharmica %  

Tyler Encapsulations Vitaline Formulas PHYTOPHARMICA’ 

9755 SW Commerce Circle, Suite 6.2 825 Chal lenger Drive, Green Bay, WI 5431 l-8328 

FN~YMATICI'H~RA~~ Wilsonvil le, OR 97070 I’: 920.469.1313 F: 888.570.6460 (Enzymatic) 
P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469.4418 (Phyto) 

May 6, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market in 
the immedtate future, and may be exploratory in nahlre. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE , 
CLAIM REFERS 

Echinacea with Vitamin Features supplements that work together Vitamin A (as vitamin A palmitate and 1 
C & Elderberry synergistically to boost the immune system 50% from natural beta-carotene with j 

during times of stress* mixed carotenoids), Vitamin C (65% as 
ascorbic acid and 35% as sodium 
ascorbate), Vitamin B6 (as pyridoxine 
HCI), Zinc (as zinc gluconate), 
Echinacea Proprietary Blend 
Echinacea purpurea whole plant ’ 
extract 4: 1 and Echinacea angustifolia 
root extract 4:1, European Elder 
(Sambucus nigra) Fruit Extract 5:l 

1 certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

Title: Senior Vice President of Scientific Affairs 

Date: s/l, /by - 

_ Echinacea ‘$&an& C with Elderberry Extract I Sc- l3W 

~ :.,,” . . , . /, ,, : ‘~ ), _u. _ 



If you hate any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

Michael P. Devereux 
Chief Financial Officer 



P * 

INTEGRATIVE THERAPEUTICS INC.* ENZYMATIC TYERAPY’ 
NF Formulas PhytoPharmica 6r 

Tyler Encapsulat ions Vital ine Formulas PHYTOPHARMICA’ 

9755  S W  Commerce Circle, Suite 62  825  Chal lenger Drive, Green Bay, WI  5431  l -8328 
FNZYMATICTNFRAPY Wllsonvrl le, OR 97070  P. 920.469.131 3  F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 P: 920.469.9099 F: 920.469 4418  (Phyto) 

May 6, 2004 

Office of Nutritional Products, Label ing & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Appl ied Nutrition 
Food and Drug Administration 
5  100 Paint Branch Parkway 
Col lege Park, MD 20740 

IIE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 815 
Chal lenger Drive, Green Bay, W isconsin 543 11 has a  label that contains a  statement provided by section 403(r)(6) of the Federal 
Food. Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of the act 
and comply with section 403(r)(G) of the act. These claims are not necessari ly for a  product we currently market or plan to market in 
the mimediate future, and may be exploratory in nature. 

PRODUCT NAME 

Echinacea with Vitamin 
C & Elderberry f 

STATEMENTS 

This’ potent formula is a  great tasting chewable 
tablet, which boosts the immune system and 
strengthens the body’s natural defense 
mechanisms.* 

INGREDIENT(S) TO WHICH THE 
CLAl’M”REFERS 

Vitamin A (as vitamin A palmitate and 
50% from natural beta-carotene with 
mixed carotenoids), Vitamin C (65% as 
ascorbic acid and 35% as sodium 
ascorbate), Vitamin B6 (as pyridoxine 
HCI), Zinc (as zinc gluconate), 
Echinacea Proprietary Blend 
Echinacea purpurea whole plant 
extract 4:l and Echinacea angustifolia 
root extract 4:1, European Elder 
(Sambucus nigra) Fruit Extract 5:l 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are tt-uthfLtl and not misleading. 

BY. 
+?l4wL 

Robert Doster 
Title. Senior Vice President of Scientific Affairs 

Echinacea Vitamin C w!th Elderberry flutract I be -13W 

!’ 
_‘” ,_ (. 



If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely. 

Chief Financial Officer 



INTEGRATIVE THERAPEUT1CS INC.” 
NF Fdrmulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonvil le, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
& 

PHYTOPHARMICA” 

82.5 Chal lenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

.May 6,204 

Office of NutrItional Products, Labeling &i 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD ,20740 

RE: Label Claims/Disclam~ers 

Dear SK or Madam: 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of the ait 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market In 
the immediate future, and may be exploratory in nature, 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE 
CLAIM REFEiRS 

Echinacea with Vitamin Stimulates key cells of the immune system* Echinacea Proprietary Blend 
C & Elderberry Echinacea purpurea whole plant 

extract 4:l and Echinacea angustlfolia 
root extract 4: 1 

1 certtfy that the information contained in this notlce is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: W@-L4 
Robert Doster 

Title. Senior Vice President of Scientific Affairs 

Date: 5 0 /f] 7 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Sincerely, 

Chief Financial Officer 

,-. Echinacea Vitamin c with Ekkrb~rry Extract I7e-BW 
a’ 

,j I . 
‘.,.‘T.. 

? ‘,’ ” 
‘,, _: -A.‘. .,j_ ,I.” 

‘, 



INTEGRATIVE THERAPEUTICS INC.‘- 
NF ForMUlaS PhytoPharmica 

FNZYMATICTHFRAPY 
~mt BetterJsy l ike ” 

- 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wilsonvil le, OR 97070 

P: 503.582.8386 F: 503.582.Ci467 

May 7.2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administratlon 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE. Label Claims/Disclaimers 

Dear Sir or Madam, 

ENZYMATIC THERAPY” 
& 

PHYTOPHARMICA” 

825 Chal lenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1 31 3 F: 888.570 6460 (Enzymatic) 

P: 920.469.9099 F: 920.469.4418 (Phyto) 

This letter is to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Gleen Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201 (g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE 1 
CLAIM REFERS 

Echinacea with Vitamin Stimulates the immune system* European Elder (Sambucus nigra) ? 
/ C & Elderberry Fruit Extract 51 , / 
I I I I 

1 certify that the information contained in this notice 1s complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: -__ jQJ@&4 -___- 
Robert Dostel 

I’ltle. Senior Vice President of Scientific Affairs 

If you have any questions, please contact Robert Doster, Senior Vice President,of Scientific Affairs at 
(920) 406-3608. 

Michael P. Devereux 
Chief Financial Office1 

Ekhinacea Vitamin C wth Elderbwy Extract 1 Sc-13LV 



. . 

INTEGRATIVE THERAPEUTICS INC.‘” 
NF Formulas PhytoPharmica 

Tyler Encapsulations Vitaline Formulas 

9755 SW Commerce Circle, Suite B2 
Wllsonvil le, OR 97070 

P: 503.582.8386 F: 503.582.0467 

ENZYMATIC THERAPY’ 
&a 

PHYTOPHARMICA” 

825 Challenger Drive, Green Bay, WI 5431 l-8328 
P: 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 920 469.9099 F. 920.469.4418 (Phyto) 

May 7,2004 

Office of Nutritional Products, Labeling R: 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label ClatmsiDisclaimers 

Dear Sir or Madam: 

This letter IS to notify you that the following product 1s Manufactured, Packed, andior Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessarily for a product we currently market,or plan to market in 
the mimedlate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE 
CLAIM REFERS 

Echinacea with Vitamin Supports a healthy thymus gland, one of the key Vitamin A (as vitamin A palmitate and 
C & Elderberry organs of the immune system* 50% from natural beta carotene with 

mixed carotenoids) 
j 
I 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

R \i #m&4 
-, -_-  _..--A 

Robert Doster 
Title: Senior Vice President of Scientific Affairs 

Date: s/y& 

If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920)406-3608. 

slllm 13 . L+ 

Michael P. Devereux 
Chief Fmancial Officer 

Echinacea Vitamin C with Elderberry I% act 19c-BW 



INTEGRATIVE THERAPEUTICS INC.- 
NF Formulas PhytoPharmica, 

Tyler Encapsulations Vitaline Formulas 

ENZYMATIC THERAPY” 
& 

PHYTOPHARMICA” 

9755 SW Commerce Circle, Suite B2 825 Chal lenger Drive, Green Bay, WI 543 I l-8328 
Wilsonvil ie, OR 97070 P. 920.469.1313 F: 888.570.6460 (Enzymatic) 

P: 503.582.8386 F: 503.582.0467 I’: 920.469.9099 F: 920.469.4418 (Phyto) 

May 8, 2004 

Office of Nutritional Products, Labeling & 
Dietary Supplements, HFS 8 10 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 
College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Su or Madam: 

Thus letter IS to notify you that the following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at SZS 
Challenger Drive, Green Bay, Wisconsin 54311 has a label that contains a statement provided by section 403(r)(6) df the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 201(g)(l)(C) of the act 
and comply with section 403(r)(6) of the act. These claims are not necessari ly for a product we currently market or plan to market in 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHICH THE 
CLAIM REFERS 

Echinacea with Vitamin Plays a key role in cell multiplication, whickis Vitamin B6 (as pyridoxine HCI) 
C & Elderberry particularly important for immune system ceils, 

which must replicate rapidly.* 

I certify that the mformation contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

13y: -p-mu --_ 
Robert Doster 

Title: Senior Vice President of Scientific Affairs 

If you ha\,e any questions, please contact Robert Doster, Senior Vice President of Scientific Affairs at 
(920) 406-3608. 

Smcerely, 

MIC 
Chief Financial Officer 

Echinacea Vitamin C with IXlerbcrry Extract 2 le-BW 



INTEGRATIVE TWERAPEUTICS INC.” 
NF Formulas PhytoPharmica 

Tyler Encapsulations VitalIne Formulas 

ENZYMATIC THERAPY’ 
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9755 SW Commerce Circle, Suite 82 
Wilsonvil le, OR 97070 
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May 8. 2004 

Office of Nutritional Products, Labeling &r 
Dietary Supplements, HFS 810 
Center for Food Safety and Applied Nutrition 
Food and Drug Administration 
5 100 Paint Branch Parkway 

, College Park, MD 20740 

RE: Label Claims/Disclaimers 

Dear Sir or Madam: 

This letter is to notify you that tbe following product is Manufactured, Packed, and/or Distributed by Enzymatic Therapy, Inc. at 825 
Challenger Drive, Green Bay, Wisconsin 543 11 has a label that contains a statement provided by section 403(r)(6) of the Federal 
Food, Drug and Cosmetic Act. Enzymatic Therapy, Inc. wishes to take advantage of the exemption to section 2Ol(g)( l)(C) of t!le act 
and comply with section 403(r)(6) of the act. Tliese ciaims are not necessari ly for a product we currently market or plan to market m 
the immediate future, and may be exploratory in nature. 

PRODUCT NAME STATEMENTS INGREDIENT(S) TO WHtCH THE 
CLAtM REFERS 

Echinacea with Vitamin Plays a key role in nearly every aspect of Zinc (as zinc gluconate) 
C & Elderberry immune &stem function, inclubing production of 

the thymic hormones, white blood cells, and T 

I certify that the information contained in this notice is complete and accurate and that Enzymatic Therapy, Inc. has substantiation that 
the statements are truthful and not misleading. 

By: 
Robert Doster 

Title: Senior Vtce President of Scientific Affairs 

Date: 5id0y -_- 
If you have any questions, please contact Robert Doster, Senior Vice President of Scientific Affatrs at 
(920) 406-3608. 

Sincerely, 

Echinacea Vitamin C with Elderbeny l%tract 22c-UW 

Chief Financial Office1 


